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Brad ley L. Sisson j 

The MAILING DATE of this communication appears on the cover sheet with the corresponaence aoaress - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

after SIX (6) MONTHS from the mailing ^^^^^ rep , y ^ me statutory minimum of thirty (30) days will be considered timely, 
if the neriod for redv specified above is less than thirty (30) days, a repiy wunn uw > =»« _ _ j _ _ m un N THR fmm trm mailino date of this con 



. if NO period for reply is specified above the (35 U.SiC. § 133). 

: 

earned patent term adjustment. See 37 CFR 1.704(b). 

Status 



1)121 

2a)D 
3)D 



Responsive to communication(s) filed on 10 June 2002 and 15 August 2002 . 
This action is FINAL. 2b)EI This action is non-final. 

Since this application is in condition for allowance 'SooSlI * *" ' 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 u.<*. n ^. 

Disposition of Claims 

4) ^ Claim(s) ±7 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6M Claim(s) U> is/are rejected. 

7) ^ Claim(s) 6 and 7 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)B The drawing(s) filed on October 22. 1998 is/are: a)D accepted or b)B objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

1 3) Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)DAII □)□ Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2 □ Certified copies of the priority documents have been received in Application No. . 

3 □ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application), 
a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

n n ^mrn*™ 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

1) D Not.ce of References Cited (PTO-892) 'n Notice of Informal Patent Application (PTO-1 52) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) =>) LJ 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) l_| Other. 
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DETAILED ACTION 



Location of Application 



1. The location of the subject application has changed. The subject application is nov 
located in Workgroup 1630, Art Unit 1634. 

Continued Prosecution Application 

2. The request filed on 1 0 June 2002 for a Continued Prosecution Application (CPA) under 
37 CFR 1 .53(d) based on parent Application No. 09/171 ,854 is acceptable and a CPA has been 
established. An action on the CPA follows. 



3. Claims 6 and 7 are objected to under 37 CFR 1 .75(c) as being in improper form because a 
multiple dependent claim cannot also depend from another multiply-dependent claim. See 
MPEP § 608.0 l(n). Accordingly, the claims 6 and 7 not been further treated on the merits. 



4. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

5. Claims 1-5 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject matter 



Claim Objections 



Claim Rejections - 35 USC § 112 



which was not described in the specification in such a way as to enable one skilled in the art 
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Application/Control Number: 09/1 7 1 ,854 
Art Unit: 1634 

which it pertains, or with which it is most nearly connected, to make and/or use the invention. 
As presently worded, the method of claims 1-5 requires the amplification of cells whose DNA is 
considered "normal" and that this amplification product is then used to hybridize to DNA from 
test cells and that this hybridization product is then subjected to further rounds of amplification 
where the resultant amplicons are then used in a subsequent hybridization step with metaphase 
spreads of "normal cells". It is noted with particularity that the claims do not require that the 
first and second amplification steps be performed for the same number of rounds and that the 
method does not require a given level of stringency for the hybridization conditions, and that 
there is no separation of unhybridized first amplicons from the test cells prior to there being any 
second amplification. The obvious consequence of these non-performance or non-requirements 
is that the skilled artisan would not have any confidence in the results obtained as the primer 
could hybridize to jut about anything. And given that the chromatin of the normal cells would 
have the same nucleotide sequence as that of the test cells, sans possible differences in copy 
number of certain nucleotide sequences, the skilled artisan would not be able to perform the 
requisite identification of numerical changes. Furthermore, non-separation of unhybridized 
sequences from the test cells would easily result in the over amplification of what were first 
round amplicons to the extent that no distinction could be made. 

6. Applicant is reminded that claims are to be read as broadly as is reasonably possible and 
that limitations found within the specification are not to be read into the claims. Applicant is 
urged to consider narrowing he scope of the claims to those embodiments more fully enabled by 
the disclosure. 
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Conclusion 



7. 



Any inquiry concerning this communication or earlier communications from the 



examiner should be directed to Bradley L. Sisson whose telephone number is (703) 308-3978. 
The examiner can normally be reached on 6:30 a.m. to 5 p.m., Monday through Thursday. 

8. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, W. Gary Jones can be reached on (703) 308-1 152. The fax phone numbers for the 
organization where this application or proceeding is assigned are (703) 872-9306 for regular 
communications and (703) 872-9307 for After Final communications. 

9. Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 




Bradley L. Sisson 
Primary Examiner 
Art Unit 1634 



BLS 

November 4, 2002 



